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Art Unit: 1643 

DETAILED ACTION 
Response to Arguments and Amendments 

1. Claims 1-12 and 14-17 are pending. 
Claim 1 has been amended. 

Claims 1-12 and 14-17 are examined on the merits. 

2. The Examiner acknowledges Applicants' representative's request for an 
interview, see page 8 of Remarks submitted November 20, 2006. Applicants' 
representative, Mr. Hunter is invited to call the Examiner and formally set up and 
interview. 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Maintained Grounds of Rejection 
Claim Rejections • 35 USC §112 

4. The rejection of claims 1-12 and 14-17 under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement is maintained. Applicants 
reiterate the criteria for meeting the written description requirement, supply Google 
results describing the CYP24 gene and assert the said gene and consequently the 
claimed method were adequately described, see page 5 of Remarks. These points of 
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view, provided documents and arguments have been carefully reviewed and 
considered, but found unpersuasive. 

While the Examiner notes the Google search of CYP24 gene provides 
enumerable "hits" and the gene is well established in the art, the crux of the issue is not 
that the gene is not well characterized and not established in the art, but how Applicants 
have defined the CYP24 gene in their specification. Information provided in the 
specification sets forth '"CYP24 gene" is a DNA sequence that encodes a 24- 
hydroxylase enzyme.. .The term gene can refer to a mutated copy of the gene, or a 
fragment of the gene", see page 7. lines 10-12. It follows that the acronym CYP24 
encompasses a genus of molecules, such as nucleic acids, proteins and mRNA that are 
not necessarily wild type forms of CYP24. The term reads on a plethora of variant, 
mutated and alternate forms of CYP24. Applicants have not described CYP24 with 
sufficient particularity such that one skilled in the art would recognize that the Applicants 
had possession of the claimed invention. For the reasons of record and reiterated 
herein the rejection is maintained. 

5. The rejection of claims 1-12 and 14-17 under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for a method of detecting CYP24 mRNA 
in human breast tumor in vitro specimens treated with 1 ,25-dihyroxyvitamin D-3 
comprising RT-PCR, does not reasonably provide enablement for a method of detecting 
a predisposition to. any cancer comprising detecting the level of CYP24 nucleic acid or 
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CYP24 protein in a biological sample and comparing said level with the level from a 
control sample is maintained. 

Applicants assert "[t]he specification teaches a number of methods of detecting 
the CYP24 gene or protein product", see page 7 of the Remarks, 4^ paragraph. 
Applicants also note several peer-reviewed papers in support of their claimed invention. 
Applicants' arguments have been carefully reviewed, but found unpersuasive. 

The Examiner does not doubt the ability of one of ordinary skill in the art to detect 
CYP24 mRNA and protein levels. Applicants are reminded the claims read on 
prevention and forecasting whether or not a person will develop cancer. This type of 
analysis is art known not to be an "exact science". Moreover, the examples presented 
in the specification particularly note established breast cancer cell lines (MCF-7 and 
BT474). Clearly, it is known to those of ordinary skill in the art these cell lines are 
already deemed cancerous. Consequently, it is not clear how one of ordinary skill in the 
art would prevent breast cancer in a cell, and prevent the said cancer in a cell that has 
already been characterized. Hence, the specification is not commensurate with the 
scope of the claims. There is insufficient guidance in the specification providing 
nnethodology consistent with the claims. For the reasons of record and the reasons 
reiterated herein the rejection is maintained. 

Conclusion 

6. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alana M. Harris, Ph.D. whose telephone number is 
(571) 272-0831. The Examiner works a flexible schedule, howevei" she can normally be 
reached between the hours 7:30 am to 6:30 pm, with alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the Examiner's 
supervisor, Larry R. Helms, Ph.D. can be reached on (571) 272-0832. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300.' 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see htlp://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
ALANAM. HARRIS, PH.O. 
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